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CLOBETASOL'PROPIONATE
TOPICAL SOLUTION USP, 0.05%

(Potency expressed as clobetasol propionate)

only
FOR TOPICAL DERMATOLOGIC USE ONLY - NOT FOR OPHTHALMIC USE
DESCRIPTION: Clobetasal topical sclution, ommnmw wuod-
onate, umlmlcwwiu topicad an anslog of ahigh
m gusecatticold activily and a slight degree amw aclivity.
Chemically, mwmhﬂd‘o«rﬂl\uoﬂﬂ 17-dhydroxy-108-methylpregne-1,4-diene-3,20-dione
ol formuda: (o]

17-proplonale. and it has the kilowing struciur

Clob d prophonale has the
colored cry m“““ h“
Clobetasol pe muwmmom : 0.5 mo/g ciobelasal n a base comp. of
purifec water, 0pyl alcohot (39.3%), carbomer §34P and sodium hydroxdde.
CLINICA!. PHARMACOLOQY: The corticostercide are & clase .of sorold by
secreles by the adrenal cortex and ther analoge. In phy logic doses, munapn-
marlly for their entHodl y and/or im Lppr offects. wad such as
WNNMM?\:;‘
c::l-a-dhconbodudﬁuowdhmqummdmdmhmhdmumm

and & molecular weight of 460.98. K is a white to

L] . has been shown 1o heve topicat and h
loge--a b M of this clase of C\o-

Pharmacokinetics: The propl-
onate, s determined by many factors, mmmmﬂummu&wm of
Wvoao-im(zom hcml TRATION). Y e
A.m::::: r . chbetes canbe #om normal infect skin. Infsmmation
andfor 190 processes
uywmmmmwmmﬂmuommmﬁmm
Once absorbed through the akin, topical cortkcosteroide enfer similarty 1o

10 plasme proleins In vi Corticastercids

z.mmﬁhlhoh:duommmb/NMA Same of |q;balcumd¢

9 e

:cuulprw WWMOMMMNMI melp;un muydh p’:::
. a o in some

MWMM‘M axis eflacts -

mmmmnhu-ma‘::‘&m;b md-zmMuumm prop

mmmm aaw-dwmwm omhm«mmnwu

ofthe scaip. T bqendz wooks le wmudwmmm
somwumuumnuummwmmmm

m.mbwrmhmhmmﬂmdm

CONTRAINDICATIONS : w-umummnmm Wauhmm
tione of the scalp, or in patients who are Ty , of any
ingredient In this prepesation,
PRECAUTIONS:
Garweal: Clobeteeol propionate is & WMIMMMM(QW
the HPA axie at doses as low ae 2 g (of )wq

abeorplion o of topicel corticost erolds has resuled in HPA axie supp 3 of
Cushing’s sy o and gh in some patients.
WNW demic ab: include the appll -‘Nmoupdnemm«aum
Inrge surface are, olnmodm and the addition of pationts ,,nluw
dose of a potent Whnhpumuumﬂuﬂm ks for
mm-w 3mtr-uruytnm-uwAc‘m-m.«mm lm.-hwh
noled. an e be made 1o withdraw the drug, 10 reduce ihe Fequency olo
Iu-pdotll-dﬂ

Recovery of HPA axie kunction is upon of the drug. Ink:
mmwmo’dmdﬂa“mmlm ystemi
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mmmMWwdeleﬁo‘udd“Mhmwhm
temic oxicity (see PRECAUTY : Podiairic Use).
tirkation , topical woide should be d and app therapy d. irrtiation ie
Mumwuwlwmmn.nm.uw should occur, immediale fushing of the
mm-wmau-nm

¥ e indemmatory Decomes infected, the LUee of an appropri o -"Idmdh

nliuded. I a fovor mmnﬂmwm.h id should be d undl the

indection hes been adequaiely controlied.

mfldm o topical solusion i intended for the of dtions of the

scelp, § should be nol Ne«uhmdmm,mnmm.mmdu..ommlo
than other aress of the body followng orl with ide. Frequent ion of

atrophic changes
wmhmmlmummhumai .
nmmwmnwmmww‘wwmmwuwnunu-
Mdmumﬂththmd should not be used in the Keatment of
mwn.uowmmoumm
wum:mmmwmowmmmummﬁ
mation and insinctons.

1. m-munum«uwwwwmmmmnmwmm»
W. N ls for extecnal use only. Avaid contact with the ey
should

This ot be uaed for any decrder olher than that ke which R
3. The Wealed skin area shoud not be or covered of wrapped 30 88 10 be cociusive.
Pationts should report ary signe of locel teactions 10 the physician.
L Tosts: The ng Lot nqut-bﬂhummﬁhwm
Urinary tee cartisol tesl
ACTH-elimulation test .
ol U P of :meCMMMMMw
m.nwﬂw@am.mMﬂnwma.
Siudies 0 iclly with pe have revealed negetive 1esuls
Pregnency: W&mmmmmmmmm
be fernl mwummmmmnmo«wy
by this route; however, & is d aly, and when by &t wan & sigre

Yaratogen in both he rabbit and the mouse. ‘Clobelssol propionale has grester teratogenk: potential than serolde
thal are less potert.
mm-.mmwummdmudm.m«mqmmmuw.
ol, In pregr women. 'Nmuwmw-o&mﬁhund
mummnuwmmlmlumwmuwmmwm-ymumuw
uwawmhww.uhwmdm.
W;ummmw.mammwmnw-um
temic wwoﬂnﬂ“d“mmhhﬂm icaly ide are
mﬂdhok«nmhwmmumoaﬂmddMNMAW,W
shoud be d when topical are prescribed for & nursing woman.
Mu—:wumm;wwmnmmmtzmummunm

Pedistric patients mey mll uwmmmmdnw
pression and 's eynde mwmd-huﬂuu“hm
weight relio.

HPA xie suppression, Cushing's w and niad hyp: ion have been tod In chilc. on receiv-
ng lopical _ oids. ione of adrenal supgression in children inchude gowth retardation,
wwﬂmmmmuma,wmu 1 10 ACTH st tions of
irtracranial hypertension incdlude buiging lorianelies, headaches, and blalerel papliedems.
mm:mumowmumduuuaudmmuzm
treatment periods.
Thomol'mﬂunmmmum“momdmmwommdmmn
menmm«;mmdhwmlﬁoﬂm ; scalp pusiules,
which occurred wwwuwu;w and foliculllis, each of occurred in 0.7% of
ihe paiients. Less trequent ] s were iching muuw.w.m,
headache, halr ioes, and eye irilation.

The local adverse are reported “M‘.mdm.uudur
mended These reactions are keted In an app ly hey of iching, irrla-
tion, dryness, is, by - o upt , periorel , allergic con-
tact - tion of the akin, ,w.mum.unn.mmmmm
of wpical ide has HA axis suppr tons of Cushing's syndroms,
hyperglycemia, wwhmpdm- Inrae d of ) of peo-
riasis with corlicosteroids ls thought o have d the diasase of p the pusiular form of the die-
m.nelmubrlmvmhrmw‘

m;mwma, sdution cen be d in suficient amounts (o pro-
duce systemic effects (¢ee CAUTIONS).

DOSAGE AND ADMINISTRATION: Clobelasot Topicat solution shauld be applied 10 the affected scalp

ummow.mhhmwmdm.

w..auoamwmmum;wm.wmaunm»zmm
m.mmmmuuwmmmum

wwmwmbnh-uhmmmm
t‘:'owm:wm awrwwmwno,os%u wpplied in plasiic equeeze botties as
lows:

NOC 0188-0269-25 25 ol plastic boltle

NDC 0188-0260-50 50 mi plastic botie
Store al conrolied room lemperature, 15°- 0°C {50°-86°F). Do nol refrigerate.
Do not ee near an open fame.
E. FOUGERA & CO. - F226
a division of ARana Inc. 02‘2
MELVILLE, NEW YORK 11747 A12%8
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NDC 0168-0260-25 \/
== g Uﬁ
0168-0269
CLOBETASOL CONTAINS: Ciobetasol propionate
PROPIONATE 0.05% (0.5 mg/g) in & base composed of
TOPICAL SOLUTION ~ furbed sl opopy scohe [G6.5%),
USP, 0.05%... : " USUALDDSAQE: Apply to affected
VDl e o
25 mhy DIl A
. \ ri e.
PO SERIATOLOME R By~ R R S foen o
NOT FOR OPHTHALMIC USE a0 Keep out o reach o
See side of botile for Lot No. and
only Expiration Date.

) €. FOUGERA & CO. 1226925
a division of Akana Inc., MELVILLE, NY 1V\ 8 l 999 R12/98

ftem # 1.226925
Die Size: 3.875x 2
Colors: Process Yellow, Black
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0168- 2 69-
CLOBETASOL 77 CONTAINS: Ciobetasol propionate
PROP'ONATE 0.05% (0. 5 mg/g) in a base composed of
TOPICAL SOLUTION UL o S e el
USP,0.05%.... - DSAQE: Apply to affected
\}: scaiyog twice :ally ge:m package
25 mi) \U: e e
ror SEBE ONTH Gy
NOT FOR OPHTH ZIhAHg:ING Keep out of reach of

B i See side of bottle for Lot No. and

only Expiration Date.

€. FOUGERA & CO. 1226925
a division of Aana Inc., MELVILLE, NY 11747

con 8 1999 R12168

ltem # L226925
Die Size: 3.875x 2
Colors: Process Yellow, Black




NDC 0168-0269-50 \/
fougera” I L1l
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CL%BE")I’ASOL 0168-0269-
PROPIONATE B .CONTAINS Clobetasol cg)r:‘opnonat:
TOPICAL SOLUTION 37  puistwact Bcpiaia 5

USUAL DOSAGE: Apply o affected
_scalp” areas twice dally See package
: msert for tull prescribing information.
Stare. at controlled room temperature,

USP, 0.05%
50 mL

FOR USE ONTHE IR 150300 (60" 86°F). Do o oligeraie
. oo usg near an open 2]

F%%?%Aggh?ﬂf_.'.%k NLY s !:hmnm Keop out of reach of

A See side of bote for Lot No. and

E! only Expiration Date. 1226950

R12/98
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FOUGERA &
a division o!Ahnl Inc., MELV|LLE NY 11747

tem # L226950
Die Size: 4.25 x 2.25
Colors: Process Yellow, Black




Need die from vendor
FOR TEXT ONLY
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Do not use near an open flame.
WARNING: Keep out of reach
of children.

monly

E.FOUGERA & CO.
a division of Altana Inc.
MELVILLE, NEW YORK 11747
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NDC 0168-0269-25
®
fougera

CONTAINS: CLOBETASOL
Clobetasol propionate 0.05% PROPIONATE
(0.5 mg/g) in a base composed TOPICAL
of puritied water, isopropyl
alcoho! (39.3%), carbomer SOLUTION
934P and sodium hydroxide. USP, 0.05% e
USUAL DOSAGE: 25 mL e
Apply to affected scalp areas ‘
twice daily. See package insert FOR USE ONTHE SCALP;
for full prescribing information. FOR DERM ATOLOGIC
Store at controlled room temp- USE ONLY
erature, 15°-30°C (590-86°F) NOT FOR OPHTHALM(JC .
Do not refrigerate. USE 1w

IP4523
#2651
R12/68
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0168 269

ltem # 1P4523

Die Size: 131/32x 15/16x 4. 1/4
Colors: Process Yellow, Black
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NDC 0168-0269-50
®
fougera
CLOBETASOL
CONTAINS:
Clobetasol propionate 0.05% PROPK)NATE
(0.5 mg/g) in a base composed TOP'CAL
of purified water, isopropyl
alcoho! (39.3%), carbomer 1o SOLUT|ON
934P and sodium hydroxide. L USP, 0.05%
USUAL DOSAGE: =
Apply to affected scalp areas 50 mL
twice daily. See package insert * .} FOR USE ONTHE SCALP
for full prescribing information. . -4 FOR DERMATOLOGIC
Store at controlled room temp- Lo W USE ONLY
erature, 15°-30°C (590“860':). 5 P ;7 NOT FOR OPHTHALM|C
Do not refrigerate. 3 USE
Do not use near an open flame. P
WARNING: Keep out of reach R
of children. m only
E.FOUGERA & CO.
a division of Altana Inc.
MELVILLE, NEW YORK 11747

iP4524
#244
RA12/08

¥ 0168-0269-504
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ltem # |P4524
Die Size:21/16x11/8x47/16
Colors: Process Yellow, Black
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